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CHUAN CHINH
Secondary Reference Substance VILAS 087

TADALAFIL
CaoH9N;04

SKS: WS. 0215264.02

L. Muc dich sir dung: Chuan chinh Tadalafil SKS: WS.0215264.02 dig
thir dinh tinh va dinh luong bang phwong phap phan tich héa ly.
Intended use: The Secondary Reference Substance for Tadal tro
is intended to be used in physicochemical analysis ﬁ)ﬁlssa ide a

II. M ta: Bot két tinh mau tring
Description: A white crystalline powder.

III. Két qua phén tich: Tién hanh song son
lugng 99,9 % C,,H 9N304, tinh theo nguys

Analytical data: The Tadalafil USPRB\Lot. FQLOD3 was used as Standard and regarded as
99.9 % CyH19N30y, calculated on the ds ¥ basi.

afil USPRS Lot. FOL003 c6 ham

1. Dinh tinh (ldentificati
a. IR «_Tring véi phd hdng ngoai cua Tadalafil chudn.
@ oncordant with the infrared absorption spectrum of
Tadalafil CRS.

) : Thoi gian luu ciia pic chinh trén sic ky db cia dung dich
@ thir giong v6i thoi gian luu cia pic chinh trén sic ky db
ctia dung dich chuén trong phép thir tap dong phan
The retention time of the major peak in the chromatogram
: of the assay preparation corresponds to that in the

chromatogram of the standard preparation as obtained
in the Enantiomeric and Diastereomeric purity.

2. Cansau nung 0 0,02 %
Residue on ignition

3. Tap chét lién quan (HPLC)  : 03 tap < 0,02 %
Related substances Téng tap: 0,03 %
03 impurities < 0.02 %
Total impurities: 0.03 %

4. Mat khéi lugng do lam khé  : 0,50%
Loss on drying
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5. Tap chét sic ky

Chromatographic impurity

6. Tap dong phan
a. Enantiomer
b. Diastereometric

7. Dinh lugng (HPLC)
Assay

: 01tap=0,71%

01 impurity = 0.71 %

: Khéng xuét hién (Not detected)
: 1,46 %

: 97,65 % CyHi9N304 tinh theo nguyén trang
D¢ khong dam bao do mé rong U = + 0,19%; hé sb phu k
=2 ¢ dd tin ciy 95%.
97.65 % C2:H19N304 calculated on the “as is” basis.
Expanded uncertainty of the certified value U =% (.19%;
calculated using a coverage factor of 2 at level of
confidence of approximately 95%,

IV. Huwéng dén sir dung: Khong sdy truéc khi ding
Direction for use: Do not dry before use

V. Bio quin: Nhiét d6 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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